Current trends and strategic directions in the use of pharmacogenomics to identify translational biomarkers.
The development of new drugs is hampered by the quality and usefulness of currently available biomarkers, which are unable to correlate human and animal responses, and in vivo and in vitro testing within one species. Furthermore, new translational (or bridging) biomarkers are required to improve the prediction of adverse events, whether they are related to drug toxicity or disease processes. The discipline of pharmacogenomics has been proposed by the FDA as a means to spur the discovery of new biomarkers for use in drug discovery and development, and although its guidance has addressed some of the issues associated with the use of this new technology, many remain to be solved. The existing controversies and unresolved issues in the field of pharmacogenomics will be the focus of this review and illustrative case studies will be presented.